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drug was safe and effective before it could be sold to the American public. In many of
the cases p?s:mei@d by FDA these Amendments scem to be substantially ignored both in
fact and in spinit. In fact, many of the District Office observations and r@{:{}mmiﬁa’imm
mentioned in Appendix “A” are identical to observations made in the carly 20" Century
about snuke vil salesmen who went from town to town across Anierica selling nostrums
and petions that often contained dangerous conipounds; often contained alcohol, and
almost never contained anything proven to be effective. Today the snake oil salesmen
need not travel in hérse and cart nor even in automobiles — they use the internet and the
mail to make the same outrageous claims with pméncts that contain sometime dangerous
ingredients and often inert, useless ingredients.. And the Food and Diug Aﬁlﬂiﬁl%i?&tmﬁ
seems’ zmabie and unwilling to 5{@ into protect: thfe American public.

[ am also aiarmed at the large mrmbcr ofe cases where CBER {imapprm eda Wammg iewar
'b@causa {ZTBER asezif h&é mt&seﬁ ﬂi‘} mtemﬁi daaélma Tt i disturbing that $0 many -

i : t ere tssued over & vear after the dmtﬁf:t §
rewm&aﬁaﬁzcﬁ 1In some cases the “letter of disapproval” mntame& only a few shott
paragraphs. yet CDER took 18-20 months to ms;}{m& Given the dangers — real and
potential ~ this is uniacceptable. *Such delay would not be t@ie:atee:i in acaderics or in
business. Wh} should we a&:&yﬁ ﬁiis ﬁ*ﬁm the gmf&mmi agmcy aharged wﬁh
protécting m:r beﬁiﬁ‘x’? o

My a@nsiu&wn %:sase:d on ihesf: files is %hat ihe FDA syst@matmaﬁy 1gmres District Qﬁws :
recoirimiendations. Given that these files involve District Offices all over the nation. 1 cem'_ -
only conclude that the Disttict Offices are not all at fault; but rather that wf: have a mn»-

rﬁfﬁpansiw and antxumguiamry a&mmismizmn at %h;s FRA. - b

My further concerir is-that the sy stﬁ-mmi{; “‘dxsapprmfaf” ai ma{mmemiaﬁ{ms by CDER
can only lead 1o low smorale in the Distriet Offices. After thesed imprﬂ%m and thﬁm&gfz
district investigations were dismissed on such weasmahie grounds, I can not imagine -
the field staff feeling anything other than discatra 'ﬁ;i_azxd dernoralized. This has the .
great potential to lead to an altered work effort, F ield staff ngh% ap;}rﬁach future
violations of the law more permissively, reasoning “why put inthe effort to mnduz;ﬁ a~ -
careful investigation if my r&wmmenéa&ms will take a year to be acted upon aﬁd then

in all ikelihood, will be rejected?”

1 hope that this overview is of some assistance. Please lot me know if T can be of further
assistance.

S_imezely,. \{f\'g ¥

Michael Wilkes, MLD., Ph.D.
Professor of Medicine

Vige Dean, Medical Education
School of Medicine

University of California, Davis
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Manufacturer
{product}

Vale Enterprises
{Hangover Formula)

Appendix A: SPECIFIC COMMENTS:

District Recommendation

Issue Warning Letter

Reason: Toxic levels of
caffeine contained in
product.

FDA — CDER Response

Warning Letter Refurned
to District — not approved.
There was a significant
delay in the FDA’s response
{actual dates not provided).

CDER concluded that the
high doses of caffeine do
not make the product a drug
rather than a food
supplement. Further, CDER
concluded that the concerns
did not meet “the regulatory
significance threshold for
enforcement.”

Comments of Dr. Michael Wilkes

In this case there is a report of actual
patient harm to three individuals.

1 am concemed that with at least three
known illnesses caused by the ingestion
of this drug CDER’s threshold needs
recalibration.

Tarmac Products
{Neoasma Tablets}

Issue a Warning Letter

Disapproved due to CDER
failing to act within the
four-month deadline set by
the Office of General
Counsel for warning letter
Teview.

Further, the FDA wrote,
“we are not prepared to
support new drug and
misbranded charges for
cough and cold
preparations.”

For decades, cold and cough
preparations have been major culprits in
misbranding and containing dangerous
chemyicals. After the passage of the
Food and Drug Act and the amendments
this was to improve for new drugs. Itis
unclear why the FDA is taking no action
on this class of drugs.

1t is also important to recognize that this
product appears to contain theophylline
which is well known to have significant
and dangerous side effects. In the
opinion of most expert groups
theophylline is never a first or second
line therapy. I teach that it has no place
in asthma therapy. Further, I believe it
s NEVER recommended to be used for
children {counter to the recommendation
in the following Tarmac website)

This product continues to be available at
a variety of websites, including:
httpAwww.arxzone.vs/product.ofm/re/P
RESCRIPTIONS-
MEDICATIONS/Prescriplion-
Medications--—-N/Neoasma-Tablets-48-
449236 htmi

and

httpy//iwww. tarmacproducts.comyneoasm




Manufacturer
(product)
Answered Prayers
(Helen Pensanti MD
ProHELP Natural
Progesterone
Menopause Relief
Creany,
Phosphatidylserine
Capsules Brain
Food)

District Recommendation
Issue a Warning Letter

Reason: Marketing a
product containing OTC
hormones without FDA
approval.

The investigation resulted
from a consumer’s
complaints about bumning of
the skin.

The Brain Food product
implies that the product is
effective for treating
multiple sclerosis (which is
false).

The district investigation
determined multiple
instances of outright deceit
by firm officials.

FDA — CDER Response

Warning Letter
Disapproved

*Not enough evidence....”

Comments of Dr. Michael Wilkes

There are many hormone containing
products that Dr. Helen Pensanti
produces seemingly without any
interference from the FDA. She seems
not to be board certified and it is unclear
where she went to medical school (her
bio on the website does not mention this
although it does state that she did not
finish residency. The products are
available at:

http:www askdrbelen comfabout htinl.

Most of these products contain a well
known hormone (progesterone) as an
active ingredient. This hormone can
have negative effects when used for
inappropriate purposes.

Further, the firm makes statements that
natural hormones are safe and that the
dangers of hormones arise only when
they are synthetic. 1 know of no data
that separates natural from synthetic
hormones in terms of safety. Further,
arsenic, carbon monoxide and cyanide
are all natural - and clearly deadly.
Natural does not equal safe!

(Topical creams:
Aminophylline
cream; glucosamine
creamn with emu oil;
progesterone crearm,
prostate treatment
creamn; and other

Issue a warning letter.

Reason: The products
contain potent hormones
{e.g., prencnolone,
progesterone). Further, the
promotional material states

Do not issue due to “low
priority.”

This seems to be an enormous error by
CDER. Aminophylline and other
chenicals contained in the products are
dangerous and the field officers had a
clear, well documented investigation.

Aminophyline is a well known toxic

products) that the new drugs help the chemical that is regulated by the FDA.
body adjust to cyclical It has a narrow toxic to therapeutic ratio,
changes without the side meaning that the range of dosages in
effects of prescription drugs. which it is effective but not toxic is very
This is false. small.

(Skin protectant; Issue a warning letter. Warning letter These products would lead a reasonable

nsect repellant;
sunscreen; and body
lotion)

Reasen: Marketing an
unapproved new drug,
failing to following proper
marketing practices, and
misbranding of products.

disapproved

1t took 11 menths for the
FDA to act on the
recommendation.

The disapproval is based on
a perception of “low risk.”

consumer to assume that they offer
protection from the sun which is not
proven and seems unlikely.

The delay seems an unacceptably long
period of time when safety is at stake,

I would place the concern at & moderate
level.




Manufacturer
{product}
(Dietary
supplement)

District Recommendation

Issue Warning Letter

Reasen: The product
contains a chemical (porcine
refaxin) that is not a dietary
supplement.

The product is not
manufactured in compliance
with manufacturing
standards.

The chemical involved is
not recogmized by experts to
be effective or safe.

There is no evidence that
the product works as an
anti-aging product as
marketed.

There is no evidence that
the product works on
fibromyalgia, as marketed.

FDA — CDER Response

Placed in permanent
Abeyance.

It tock nearly 24 months for
the FDA to act on the
recommendation.

Comments of Pr, Michael Wilkes

The delay seems unacceptably long
when safety is at stake.

1 can find hittle data on procine relaxin
so I can not assess its dangers.
However, its effectiveness seems
dubious.

{Over-the-counter
drug to treat
indigestion)

Issue Warning Letter

Reason: Marketing
unapproved drug and poor
manufacturing practices
including no or poor quality
control. Firm was cited in
1999 for failure to correct
all deficiencies.

Warning letter
disapproved seven months
later.

The FDA felt that drug was
considered “grandfathered

izl

Dallas District Compliance Branch
makes a strong argument that the
manufacturer is claiming new
indications, which would justify a
warning letter.

{External analgesic
and itch cream)

Issue Warning Letter

Reason: Marketing
unapproved drug,
misbranding and poor
manufacturing practices.

No active ingredient found
in the product.

Warning Letter
Disapproved

It took the FDA 11 months
to respond to the district
office’s recommendation.

It is fraudulent to promote a drug as
containing an active ingredient if, in
fact, none is present. Further, CDER
seems to excuse the absence of the
ingredient by the mere fact that the
manufacturer “is a very small
operation.” I see that as irrelevant.




Manufacturer
{product)
(Body-building
dietary supplement)

District Recommendation
Issue Warning Letter
Reason: Marketing a

product that by its own
marketing material contains

FDA ~ CDER Response

Warning Letter
Disapproved.

ft took the FDA 18 months
to respond to the district’s

Comments of Dr. Michael Wilkes

This is a product with significant
potential for abuse and the promotion of
ill health. While it is unclear who is
actually responsible (manufacturer,
distributor, or retail seller) there is a

cleaner and refresher

Reason: Improper labeling

a “potent thyroid hormone.” | recommendation. likelihood of potential harm.

The District Office suggests

that the product presents a

significant risk of illness or

njury.
(Facial treatment Issue Warning Letter Warning Letter This is an embarrassment. They missed
astringent skin Disapproved the internal deadline for taking action so

the product remains on the market. This

products contain over 50%
ethyl alcohol and are offered
for treatment of minor
mouth irritations. Products
also are recommended as
inhalants for respiratory
complaints and as treatrment
for alcohol overindulgence.

This drug could cause
problems for consumers,
and particularly for those
who are not allowed to
consutne products
containing alcohol.

deficiencies existed, it only
recommended that the
district office “meet with the
firm.” Tt based thus
conclusion on the small size
of the firm and the fact that
the recommendation
exceeded the four-month
deadline set by the Office of
General Counsel {OGC) for
warning letter review.

and other products} | and failure to follow good It took the FDYA 10 months suggests significant management
manufacturing processes. to act on the problems at the FDA,
recommendation. The
warning letter was
disapproved due to the “post
inspection deadline having
passed.”
(Homeopathic Issue a warning letter Warning Letter This is outrageous. The FDA time and
creams, ointments, Disapproved. time again fails to meet the four-month
and mouthwash) Reason: The district office deadline for review of warning letters.
is concemed that the ‘While CDER agreed that

This appears to be either a conspiracy at
FDA intended to systematically ignore
the district office’s concerns or gross
mcompetence.

Marketing this type of snake oil was the
exact reason The Food and Drug Act
was otiginally passed. It is remarkable
that this type of sale is still permitted.




Manufacturer
{product)

District Recommendation

FDA —- CDER Response

Comments of PDr. Michael V

(Injectabie drugs) Issue Warning Letter Warning Letter Genotropin is an approved drug of
Disapproved — untitled human growth hormone. It is used in
Reason: Genotropin in letter authorized. some children with growth retardation
combination with injectable due to low levels of endogenous
vitamins and lidocaine prior | It took the FDA over 23 hormone production. Growth hormone
to laser therapy is an meonths to respond to the has no proven value in adults and there
unapproved use of the district’s recommendation. are no studies that show that local
medicines. mjections relieve arthritic pain or other
type of musculo-skeletal pain. There is
evidence that the drug is costly and may
be dangerous if absorbed systemically
which is almost certainly is.
{Cough syrup) Issue Warning Letter Warning Letter It is encouraging that the company
Disapproved destroyed the product voluntarily.
Reason: Failure to comply However, the issuance of a warning
with good manufacturing letter would have served as a formal
standards; dangerous warning to the firm should it decide to
manufacturing practices, import this product again, laying the
groundwork for future enforcement
action.




